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Introduction Baseline Characteristics

B/F/TAF is a guideline-recommended single-tablet regimen for the treatment of HIV-1 13% / 87% Female / Male 14% | 86%
infection that can contribute to long-term treatment success in people living with HIV' 39 (30, 51) Age,* years 49 (39, 56)
BICSTaR is a large, ongoing, multi-country, prospective, observational study that has enrolled 26% | 4% > 50 years / 2 65 years 48% | 7%
2,380 ARV treatment-naive (TN) and treatme_nt-experienced (TE) people in Eurppe (France, 70t (63, 81) Weight,* kg 76 (66, 87)
Germany, Ireland, Italy, the Netherlands, Spain, UK), Canada, Israel, Japan, Taiwan,

23% (21, 26) BMI,* kg/m? 258 (22, 28)

South Korea and Singapore

77% White 82%

4% Asian 3%

In this planned analysis with a data cutoff of August 4, 2021, pooled 24-month effectiveness

and safety data are presented for people receiving B/F/TAF in routine clinical care from Any comorbidity @
France, Germany, Ireland, Italy, the Netherlands, Spain, UK, Canada and Israel
18% Neuropsychiatric condition 29%
We describe data both in the overall population and in key groups related to sex, age, race, 8% ST 20%
treatment adherence level, late diagnosis and prior use of TDF (for weight only)*
7% Hypertension 19%
*With exception of individuals with a late diagnosis, key group analyses were restricted to the TE participants due to the small numbers in
the TN group
O 424 (184, 542) CD4 count,* cells/pL 657 (428, 870)
B STa R Cutoff date for (2 A-month st r/ h 0.31 (0.19, 0.59) CD4/CDS8 ratio* 0.84 (0.60, 1.20)
analysis: August 4, 2021 -month stu Iy ded:
o g avers tbaceime NIA
: « HIV-1 RNA< 5 L 2 -d2fint vens i
N =838 Baseline primary endpoint? [ 24 months ] (Missing = Excludeg ;rrl1d =lining evenr at baseline
Discontinuation = Failure analyses) 279 Late presenters: CD4 < 200 cells/pL and/or N/A
- Treatment persistence 0 2 1 AIDS-defining event at baseline

| | |
| | |
. (% of participants reaching
B/FITAF once daily Month 24 and still on B/F/TAF)

* Drug-related AEs

HIV-1 infecti Pooled data from 838 participants with baseline and Month 24 ) . *Median _ : - : 1 . . .
N Igr?rCElon data or who had discontinued B/F/TAF and/or study ) :,/VV(;ST :::%gl\ils a(\?aei(I);tl)(leeV\gIh Trl:/l =O;21;(Q1’ %) N/A Immed-l.‘;l\ltﬁlf_lr:?:;f;ll?']sr:ﬁg-lmen 19% 1 15% 1 68%
> 18 years of age prior to the cutoff date baseline and 24 months) gz _ 51529% . !
\- / Tr'?crllljgglc\ll iicrllu>a I1rréarl¥gbglass NIA Imr?r?)il?!rigl}lerERTl 4% 1487 147
Conclusions Persistence
» B/F/TAF showed high effectiveness and persistence after 24 months in a Participants reaching 24 months and still receiving B/F/TAF
cohort of people living with HIV in routine clinical care
Together with clinical trial data, these real-world data continue to support of overall of all TN of all TE
: . _ population participants participants
the br_oad use of B/ F/TAF in both treatment-naive and treatment 7201838, 1201135 i
experienced individuals
Effectiveness: % HIV-1 RNA < 50 c/mL at 24 Months — Overall Population 118 (14%) of participants discontinued B/F/TAF through 24 months for any reason
/ Missing = Excluded analysis (n = 628) \ / Discontinuation = Failure analysis (n = 732) \ Key Safety Data Tthugh 24 Months
\ | \ | uly \ | / By sex (TE) By age (TE)
(104/107) (497/521) (104/117) (497/615)
95% CI: 92, 99 ‘ 95% CI: 93, 97 95% ClI: 82, 94 ‘ 95% CI: 77, 84 ‘ Overall population (N — 838) F((:r=ns?6l)e

of TN o/ of TE of TN of TE
\ 97% participants 95 A) participants J \ 89% participants 81 % participants /

128 (15%)* with DRAE(s) 15 (16%) 89 (15%) 61 (17%) 43 (13%)
P = 0.805, chi squareT P = 0.173, chi squaref

2t (< 1%) serious DRAEs 0 2 (< 1%) 1(<1%) 1(<1%)
P =1.000, Fisher exactT

Effectiveness: % HIV-1 RNA < 50 c¢/mL at 24 Months — Key Groups @ gﬁ G57;)/03)* SEéggtinued B/F/TAF 9 (9%) 45 (7%) 31 (8%) 23 (7%) >

*TN: 18% (24/135), TE: 15% (104/703); tBoth in the TE group; ¥*TN: 6% (8/135), TE: 8% (54/703); $Most commonly weight increase (3%) and depression

980/ without late (1%); TChi square and Fisher exact tests for the difference between groups: the null hypothesis was that there were equal proportions in the two groups
050, c.-o diagnosis _
90, 100 (54/55) Weight (kg) — Overall and Key Groups
By late diagnosis
(< 350 cells/uL) (TN) P = 0.656, Fisher exact 24 Median 24 Median
Median (Q1, Q3) Baseline months changet Baseline months changet
+4.31 +1.21
TE @ Overall 69 (63,80) —> 7568, 84) (0,9 0(067.87) —> 77(69,89) 44 45

88

By sex (TE) P = 0.755, Fisher exact

95%
95% CI:
93, 97

TN

2 350 cells/pL
(N =39)*

of males
(435/457) @
+6.61 +4.0T

By baseline CD4 68 (63,72) —>  73(70,83) (44 400) 70(62.80) —> 79(67,84) ;.50

TE

=

By age (TE)

TE
960/0 of people Female
95% ClI: 2 50 years (N = 49)°
93, 98 (251/262) By sex 65(50,74) —> 65 (58,78)

+0.5 +1.31
(16 30 T78(69.88) —> 79(70,90) oo

P = 0.150 Wilcoxon test$

+1.51 +1.01
(0.9, 4.7) 77 (68,87) —> 78 (70, 89) (-1.0, 4.3)

P = 0.324 Wilcoxon test$

AN N

P = 0.655, chi square

TE
<50y
(N = 185)*

\_/

96‘% of people

*
059, Cl. of other races
93, 97 (449/470)

By age 76 (66,86) —> 77 (68, 88)

By race (TE)

*Majority of people in this group were White

P =0.721, Fisher exact TE

Black

TE

Other?

ST (N = 340)"

+0.9 +1.21

By race 72(65,85 —> T4(66,86) 4 44 [7(67.87) —> T8(69,89) ;5
96(% of people with
059, Gl > 95% adherence TE
5 93, 98 (262/274) Pror oF

gh TE By prior TDF 77 (67,87) —> 78 (69, 90 OV 467,85 —> 7768, 88 207

a erence ( ) P = 0.654, Fisher exact yP (67, 87) (69, 90) (-1.0, 4.5) (67, 56) (66, 86) (0.0, 4.3)

*Population with weight and BMI data available at baseline and 24 months; TCalculated as changes from baseline to 24 months for each individual
participant; ¥People of other races, of which the majority were White; SNon-parametric test null hypothesis was that there were equal median changes in

Change from Baseline in CD4 Cell Count at 24 Months — Overall POpUlathn the two subgroups; TP < 0.05 for change from baseline in group using the sign test (null hypothesis that there was zero change from baseline)
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. . * . * Abbreviations
Median (Q1’ Q3) Baseline months Change Baseline months Change AE, adverse event; ART, antiretroviral treatment; ARV, antiretroviral; BICSTaR, Bictegravir Single Tablet Regimen; B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; DRAE, drug-related adverse event;

CD4 cell count INSTI, integrase strand transfer inhibitor; N/A, non-applicable; NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside reverse transcriptase inhibitor; PI, protease inhibitor; TDF, tenofovir disoproxil
’ 424 (184, 542) ——> 661 (480, 865) +228 657 (428,870) —> 704 (520, 926) +48 fumarate; TE, treatment-experienced; TN, treatment-naive
cells/pL : ’ ’ ’ Acknowledgments
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